*> «# " 



UNITED STAT. DEPARTMENT OF COMMERCE 
Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington, D.C. 20231 



ArrLIOATfON NO. 


PILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


j 9 / " : '. ■ 0 'i ' 






E 






r 

LEXICON OEM 




1 

HM i 2/ 1 It 26 
EPORA'i : . E 


EXAMINER 


E i" [L S I NEC 


FRONI 


-A ., 0 




.-in mm RE8EAF ; . 


EH FOREST 


EE 1 'v'l:~ 


ART UNIT 


PAPER NUMBER 


i'liE WOO DEAN 


D S T X 


1 


1 652 
DATE MAILED: 


P 

6 



i I 1 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 

Commissioner of Patents and Trademarks 



PTO-90C Rev 2'95) 



>"-•• •' >-\r\\\ \h\ F COPY 



1 ■ Pile Copy 



Office Action Summary 


Application No. 
09/755,016 


Applicant(s) 

Walke et al. 


Examiner 

Christian L. Fronda 


Art Untt 

1652 









-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. s 133j. 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1). Responsive to communication(s) filed on ._ ■ 



2a). 



This action is FINAL. 



2b) X This action is non-final. 



3) Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayfe, 1935 CD. 1 1; 453 O.G. 213. 



Disposition of Claims 

4) X Claim(s) 7_:4_ 



4a) Of the above, claim(s) 3 and 4 
5) Claim(s) 



6) X Claim(s) j f andj? 

7) Claim(s) 

8) Claims 



is/are pending in the application. 
_ is/are withdrawn from consideration. 
____ is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9) The specification is objected to by the Examiner, 

10) The drawmcj(s) filed on is are objected to by the Examiner 

11) The proposed drawing correction filed on _ _ _ _ . is: a) approved I)) disapproved. 
12/ The oath or declaration is objected to by the Examiner 

Priority under 35 U.S.C. § 119 

13) Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d), 
3) All b) Some* c) None of: 

1. Certified copies of the priority documents have been received. 



Attachmentfs) 
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DETAILED ACTION 

Election/Restriction 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1 and 2, drawn to an isolated nucleic acid molecule comprising at least 24 
contiguous nucleotides of SEQ ID NO: 3 and an isolated nucleic acid molecule 
that encodes the amino acid sequence of SEQ ID NO: 4 and hybridizes under 
stringent conditions to SEQ ID NO: 3, classified in class 536, subclass 23.2. 

II. Claim 3, drawn to an isolated nucleic acid molecule encoding the amino acid 
sequence of SEQ ID NO: 6, classified in class 536, subclass 23.2. 

III. Claim 4, drawn to an isolated nucleic acid molecule encoding the amino acid 
sequence of SEQ ID NO: 2, classified in class 536, subclass 23.2. 

2. The inventions are distinct, each from the other because of the following reasons: 
Inventions of Groups I — 1 1 1 are unrelated. Inventions are unrelated if it can be shown that 

they are not disclosed as capable of use together and they have different modes of operation, 
different functions, or different effects (MPEP § 806.04, MPEP § 808.01 ). Each of the products 
of Groups I — 1 1 1 are different nucleic acids with different nucleotide sequences and encode 
different proteins w ith different structures and amino acid sequences. Each of the products of 
Groups I — 1 1 1 are independent chemical entities and require different literature searches. 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter, restriction for 
examination purposes as indicated is proper. 

3. During a telephone conversation with Lance K. Ishimoto on October 1 1, 2001, a 
provisional election was made with traverse to prosecute the invention of Group I, claims 1 and 
2. Affirmation of this election must be made by applicant in replying to this Office action. 
Claims 3 and 4 are withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as 
being drawn to a non-elected invention. 

4. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 



Claims 1 and 2 arc under consideration in this ( )fllce Action 



Application/Control Number: 09/755,016 
Art Unit: 1652 



Claim Rejections - 35 U.S.C § 112, 1st Paragraph 

6. The following is a quotation of the first paragraph of 35 USC 112- 

The specification shall contain a written description 0 f the invention, and of the manner and 
process of making and using it, ,n such full, clear, concise, and exac terms a to enab 1 
person s Hied in the art to which i, pertains, or with which ,, ,s most nearly co nected to " 
make and use the same and shall set forth the best mode enm,™!^ k„ L ;„J1 r 
carrying out his invention. ' 
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Lt Pr wT / re r ? JeCted UndCr 35 U ' S - C 1 12 ' first Paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to L 
skilled in the relevant art that the inventor(s), at the time the application was flled^had 
possession of the claimed invention. 

nucleot^ofSEO ID N^m* "T^T P °^ Ucleotldes com P—g at least 24 contiguous 
nucleotide of! SEQ 'ID NO: 3 (claim 1) or all possible polynucleotides encoding any protein 
comprising SEQ ID NO: 4 (claim 2). The specification, however, only provides the fol owing 

SE^nSTT" 1 ,^ C i 3imS: 3 P^- le - id -onsisting of atudeLe 
quen o SEO ID NO- 4 ^ ^f 0 ^ encod '"g a protein consisting of an am.no acid 

reS , a ThCre 15 11 d ' SCl0SUre ° f any P articu,ar structure to function/activity 

relationship in the disclosed spec.es. The specification also fails to describe additional 

representative spec.es of these polynucleotides by any identifying structural characteristics or 

NO P 3 :r S th°e noV * ^ 24 Auous nucleotide of SEQ ID 

a pol y ,lucleot,de encod es any protein comprising SEQ ID NO- 4 for which no 

predictability of structure is apparent. The specification does not provide a written description of 

t he nuc.eot.de sequence that is 5' or 3' of SEQ ID NO: 3 or 24 contiguous nucleotide t> re of 
and U) the N-te minal of C-tcrm.nal am.no acid sequence of a protein consisting of an ammo 
.d sequence ol SEQ ID NO: 4. Given this lack of additional representative species a 

^"cl i eon A 7" CamS haVC , fa " Cd 10 SUffiC,Cnt,y dcscribc lhc c,aimcd ^.ion. 
n such full, clear, concise, and exact terms that a skilled artisan would recognize Applicants 
were in possession of the claimed invention. PP^ants 

«. Claims I and 2 are rejected under 35 U.S.C. 1 1 2. first paragraph, because the 

SP *1 : 10 ^ ingenablin ^ foran lso,atcd ""Cicic acid molecule comprising at least 24 



, : — — v ii> \< K : -»i,u ( _i an\ isolated nucleic acid molecule 

J " • Pr0,C1 " a,mpm '^ ^ H) N, ): 4 ™* ">bridi,cs under : ,nv s.nnuent conditions to 
■Ik nudeot.de sequence o. SI : Q |[) NO; ,. Thc sp cc,fica„on docs no, enable am person 
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in the art to which it pertains, or with which it is most nearly connected, to make and use the 
invention commensurate in scope with these claims. 

Factors to be considered in determining whether undue experimentation is required, are 
summarized In re Wands [858 F.2d 731, 8 USPQ 2nd 1400 (Fed. Cir. 1988)]. The Wands factors 
are: (a) the quantity of experimentation necessary, (b) the amount of direction or guidance 
presented, (c) the presence or absence of working example, (d) the nature of the invention, (e) the 
state of the prior aii, (0 the relative skill of those in the art, (g) the predictability or 
unpredictability of the art, and (h) the breadth of the claim. 

The nature and breadth of the claims encompass (1 ) any isolated nucleic acid molecule 
comprising any 24 contiguous nucleotide of SEQ ID NO: 3 and (2) any isolated nucleic acid 
molecule encoding any protein comprising SEQ ID NO: 4 and hybridizes under any stringent 
conditions to the nucleotide sequence of SEQ ID NO: 3. The specification provides guidance 
and examples for an isolated nucleic acid molecule comprising at least 24 contiguous nucleotide 
of SEQ ID NO: 3 and encodes a serine protease and an isolated nucleic acid molecule encoding a 
protein comprising SEQ ID NO: 4 and having serine protease activity. While molecular 
biological techniques and genetic manipulation techniques are known in the prior art and the skill 
of the artisan are well developed, knowledge regarding the biological function, biological 
activity, or utility of (1) any isolated nucleic acid molecule comprising any 24 contiguous 
nucleotide of SEQ ID NO: 3 and (2) any isolated nucleic acid molecule encoding any protein 
comprising SEQ ID NO: 4 and hybridizes under any stringent conditions to the nucleotide 
sequence of SEQ ID NO: 3 is lacking. Thus, searching for the biological function, biological 
activity, or utility of said isolated nucleic acid molecule is well outside the realm of routine 
experimentation and predictability in the art of success in determining the biological function, 
biological activity, or utility of said nucleic acid molecule is extremely low. 

The amount of experimentation to determine the biological function, biological activity, 
or utility of said nucleic acid molecule is enormous and entails ( 1 ) searching for any nucleic acid 
molecule that contains any 24 contiguous nucleotide of SEQ ID NO: 3, (2) searching for any 
nucleic acid molecule that encodes SEQ ID NO: 4 and determining the biological function, 
biological activity, or utility of the nucleic acid and encoded protein, or (3) determining the 
biological function, biological activity, or utility of any nucleic acid molecule that hybridizes to 
SEQ ID NO: 3 under any stringent condition. Since routine experimentation in the art does not 
include screening for a vast number of nucleic acid molecules, where the expectation of 



^ -n, - K\i Mi mc ait is undue 
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Claim Rejections - 35 V.S.C. § 112, 2nd Paragraph 

9. The following is a quotation of the second paragraph of 35 U S C 1 1 2- 

10. Claims 1 and 2 are rejected nnHpr kiiqp in , 

for failing to particularly ooint out anHHicT T'7 '1 WU " U P ara S ra P n < as being indefinite 
as the invention. " " ^ d ' St,nCtly da ' m the Sub J ect mat ter which applicant regards 

meaningVf^se tZ^TZ^f 7^ ** ^ M * b « the 
nudeotfdes" JSZ^^^^ ^ to ™ te ^ ^ •» "24 contiguous 
In claim 1 , the abbreviation "NHP" i s vague and indefinite 

Claim Rejections - 35 U.S.C. § 102 

11- The following is a quotation of the appropriate paragraphs of 35 (JSC 1ft? th t f .u 
It TQ ^T Under thiS S£Cti0n ™ de this Office action ^ f ° rm ^ 

A person shall be entitled to a patent unless - 

-.t::'^^ CJpi , Wll , 

a Thus. reference ,c a c hi „ gs ^SiST ^ 
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Lid ^^^Z^'^' T™»— examiner 
to reach the examiner by telephon ■ r ^ un^ue ? tT " <7 ° 3)305 - ,2 «- lf "«^pt S 

Achutamurthy, can be reached a, (703)30 -38o7 ThI f T"*'" 5 SUpCn '' SOr ' P ™"apura 
(703)308-0294. Any inqu.ry of a seneral nn,^' , " " e n " mbcr for lhls Grou P * 
should be directed ,c , tht ? G 1 ™ " S» 7, ° f "" S aI>1 " icata 

I ou receptionist whose telephone number is (703)308-0196. 



